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Dear Dr. Henneyz 

WASHINGTON, DC 
FDA’s s&ate= for implementing the Peursmi v. Shalala decision excludes 
conventional foods, even though the violative FDA poIicy addressed iir Pearson 

DUBLIN, CA applies squarei~ to conventional foods. FDA’s strategic wision is particularly 
SEATIXE, WA disappointing since there is a pending-FDA rule&g on conventional food health 

claims which was initiated speciJically in response to a 1994 NFPA CitLzen Petition 
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the W that t&e he&h claims defe& at ie.v,F q$sed by dietary supplemtint 
mark-. Three of the fourhe@h cla$ns s#-~~@ations invalid&d by the 
court (21 CFR $101.71(a), (c), and (e)), as well as FDA’s interpretation of its 
general regulation (21 CFR $101.14) apPly equally to dietary supplements and 
conventional foods. The Pearson court explicitly noted&& FDA regulates 
health claims for dietary supplements and convenfional foods using the same 
substantive standard for authorization and procedure for evaluating a claim’s 
validity. Pearson, 164 F.3d at 653 note 2. 

As noted in the Pearson decision, the actual Fit Amendqxnt violation aroqe 
directly f?om FDA’s policy under the “significant sci$ific agreement” staudard, .: 
which FDA applies to conventional foods anddietuy supp&m&s a&&. ‘vh: % ” 
no way that FDA can remedy the First ‘&&&bent yiolae& foticj .@ P&zr$i& .- 
while limiting its &&&ration to dietary supplement health claiis - atid y& this 
is precisely what FDA h&-&id it will do. 
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the Pear& case. Be&on v. Shalalu, 14 F. Supp. 2d 10 (D-C. Distri~Court 
1998). 

The Pearson. implementation strategy announced by FDA on December 1,1999 
makes no reference to policy reforms that would reach conventional foods, but 
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“9li\riIi‘O% 91N-1 fMHe 94P-0390 and 95P- 

-----:---,-,r- .,__,,, ” ** & for conv+iinaJ foods. 
fhii &ii@ ii una@&tble, es&c&& s&e our petition seeking Pearson-ty&k 
&bms has been pending now for over five years. We’urge FDA to take steps 
promptly to ensure equaitreatment of.Fnvent&d foods and dietary .A..” 1 * I, .I ..:, W&X$ y:“) ,&.;.i 
suppfem~fs m&r PeFF- ., , 

Our ammen@ f@d on.the Year 20$9~Program Priorities in the Cen@ for Food 
&f&y anti Applied lbtritio~ ‘@%&et No. g%&f)359; 64 m 47845) on 
September 341999 made the same point 

TNFPA believes that . . . CFSAN should concentrate effort on related sul$cts 
dealing with expression of health chums and nutrient content claims on food 
labels. Working on several related subjects simultaneously can take 
advantage of critical intellectual mass, and will ensure greater consistency in 

As manv of these suhiects wiIl necessitate 

Our intention with this comment was to advise FA of its responsibility to 
implement general reforms required under the Pear!on de@on with respect to 
health claims policies for conventional foods, and to do so pr0mptiy.m ‘the 
context of the Agency’s rulemaking in response to the 1994 NFPA Citizen 
Petition. We must emphasize, however, that we would object to FDA publishing 
a fir& rule without providing for full consideration of the First Amendment 
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Ames in the codk?xt of the 

NFPA USSYS FDA to imDlement the P&mm 
conventional foods in the same 
sapplements. 

manner and on the same ic&zd~e as for dietary 

Best regards, 

&9 
President and Chief Executive Officer 

cc: Dockets Maflagement Branch, FDA 
JosephLevitt,CFSAN-FDA 

.: Christine Lewis, Ph.D., CFSAN-FDA 
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